CY 2013 CDER Drug and Biologic Calendar Year Approvals
As of December 31, 2013

This report reflects the data shown as it is identified in the database

Selection Criteria:
User Response: Start Date: 1/1/2013 End Date: 12/31/2013
Sort Order: Approval Date

New Drug Application (NDA) Approvals:

APPLICATION REVIEW 505(B)(2
YR PROPRIETARY NAME ESTABLISHED NAME APPLICANT ST APPF& o)\(/ XL APPROVAL DATE
NDA 203159 SKYLA LEVONORGESTREL BAYER HEALTHCARE PHARMACEUTICALS INC s 1/9/2013
NDA 203634 UCERIS BUDESONIDE SANTARUS INC s Y 1/14/2013
NDA 203697 ASPIRIN PLX PHARMA INC s Y 1/14/2013
NDA 202278 ZECUITY SUMATRIPTAN NUPATHE INC s Y 1/17/2013
SODIUM SULFATE, POTASSIUM
SULFATE, MAGNESIUM
SULFATE AND PEG-3350,
SODIUM CHLORIDE, SODIUM
BICARBONATE AND
NDA 203595 SUCLEAR POTASSIUM CHLORIDE BRAINTREE LABORATORIES INC s 1/18/2013
NDA 022271 NESINA ALOGLIPTIN TAKEDA PHARMACEUTICALS USA INC s 1/25/2013
ALOGLIPTIN AND
NDA 022426 OSENI PIOGLITAZONE TAKEDA PHARMACEUTICALS USA INC s 1/25/2013
NDA 202211 OXYTROL OXYBUTYNIN MSD CONSUMER CARE INC s 1/25/2013
ALOGLIPTIN AND METFORMIN
NDA 203414 KAZANO HYDROCHLORIDE TAKEDA PHARMACEUTICALS USA INC s Y 1/25/2013
NDA 203568 KYNAMRO MIPOMERSEN SODIUM GENZYME CORP S,0 1/29/2013
NDA 203098 TESTOSTERONE PERRIGO ISRAEL PHARMACEUTICALS LTD s Y 1/31/2013
NDA 203284 RAVICTI GLYCEROL PHENYLBUTYRATE |HYPERION THERAPEUTICS INC s,0 Y 2/1/2013
NDA 204412 DELZICOL MESALAMINE WARNER CHILCOTT CO LLC P 2/1/2013
NDA 203479 VERSACLOZ CLOZAPINE JAZZ PHARMACEUTICALS INTERNATIONAL Ili s Y 2/6/2013
NDA 204026 POMALYST POMALIDOMIDE CELGENE CORP S0 2/8/2013
NDA 202091 SUPRAX CEFIXIME LUPIN LTD s Y 2/20/2013
HYDROCODONE BITARTRATE
AND CHLORPHENIRAMINE
NDA 204307 VITUZ MALEATE CYPRESS PHARMACEUTICAL INC s Y 2/20/2013
NDA 203505 OSPHENA OSPEMIFENE SHIONOGI INC s 2/26/2013
NDA 202971 ABILIFY MAINTENA ARIPIPRAZOLE OTSUKA PHARMACEUTICAL CO LTD s 2/28/2013
NDA 202207 LYMPHOSEEK TILMANOCEPT NAVIDEA BIOPHARMACEUTICALS INC s 3/13/2013
NDA 203797 (1) DAPTOMYCIN HOSPIRA INC s Y 3/15/2013
NDA 204781 DOTAREM GADOTERATE MEGLUMINE GUERBET LLC P 3/20/2013
PHENYLEPHRINE
NDA 203510 HYDROCHLORIDE PARAGON BIOTECK INC P Y 3/21/2013
NDA 201688 TOBI PODHALER TOBRAMYCIN NOVARTIS PHARMACEUTICALS CORP S,0 3/22/2013
NDA 204736 ACIPHEX RABEPRAZOLE SODIUM EISAI INC P 3/26/2013
NDA 204063 TECFIDERA DIMETHYL FUMARATE BIOGEN IDEC INC s 3/27/2013
NDA 022556 KARBINAL CARBINOXAMINE MALEATE TRIS PHARMA INC s Y 3/28/2013
LEVONORGESTREL/ETHINYL
ESTRADIOL AND ETHINYL TEVA BRANDED PHARMACEUTICAL PRODUCTS R AND D
NDA 204061 QUARTETTE ESTRADIOL INC s 3/28/2013
NDA 204042 INVOKANA CANAGLIFLOZIN JANSSEN PHARMACEUTICALS INC s 3/29/2013
BROMFENAC OPHTHALMIC
NDA 203168 PROLENSA SOLUTION BAUSCH AND LOMB INC s 4/5/2013
DOXYLAMINE SUCCINATE
NDA 021876 DICLEGIS /PYRIDOXINE HYCHLORIDE DUCHESNAY INC s Y 4/8/2013
NDA 204141 TOPICORT DESOXIMETASONE TARO PHARMACEUTICALS USA INC s 4/11/2013
NDA 203551 DOCETAXEL INJECTION ACTAVIS INC s Y 4/12/2013
NDA 203791 SITAVIG ACYCLOVIR BIOALLIANCE PHARMA SA s Y 4/12/2013
BRINZOLAMIDE / BRIMONIDINE
NDA 204251 SIMBRINZA TARTRATE ALCON RESEARCH LTD s Y 4/19/2013
NORETHINDRONE ACETATE /
ETHINYL ESTRADIOL /
NDA 204426 MINASTRIN 24 FE FERROUS FUMARATE WARNER CHILCOTT CO INC s 4/19/2013
NDA 202342 (1) ESOMEPRAZOLE STRONTIUM |HANMI PHARMACEUTICAL CO LTD s 4/29/2013
NDA 203389 PROCYSBI CYSTEAMINE BITARTRATE RAPTOR PHARMACEUTICALS CORP S0 Y 4/30/2013
NDA 200153 LIPTRUZET EZETIMIBE/ATORVASTATIN MERCK SHARP AND DOHME CORP s Y 5/3/2013
NORETHINDRONE ACETATE /
ETHINYL ESTRADIOL /
NDA 203667 FERROUS FUMARATE WARNER CHILCOTT CO LLC s 5/8/2013
NDA 203340 NYMALIZE NIMODIPINE ARBOR PHARMACEUTICALS INC P,0 Y 5/10/2013
FLUTICASONE FUROATE AND
NDA 204275 BREO ELLIPTA VILANTEROL TRIFENATATE GLAXO GROUP LTD ENGLAND DBA GLAXOSMITHKLINE s 5/10/2013
NDA 203971 XOFIGO RADIUM-223 DICHLORIDE BAYER HEALTHCARE PHARMACEUTICALS INC P 5/15/2013
LAMIVUDINE/TENOFOVIR DISOPROXIL _|LAMIVUDINE/TENOFOVIR
NDA 202529 (2) |FUMARATE DISOPROXIL FUMARATE RANBAXY LABORATORIES LTD s Y 5/17/2013
NDA 202806 TAFINLAR DABRAFENIB GLAXOSMITHKLINE S0 5/29/2013
NDA 204114 MEKINIST TRAMETINIB GLAXOSMITHKLINE LLC S0 5/29/2013
NEOSTIGMINE
NDA 204078 BLOXIVERZ METHYLSULFATE ECLAT PHARMACEUTICALS LLC s Y 5/31/2013
OMEPRAZOLE /SODIUM
NDA 022283 ZEGERID BICARBONATE MSD CONSUMER CARE INC s 6/17/2013
EFAVIRENZ, LAMIVUDINE,
TENOFOVIR DISOPROXIL
NDA 022343 (2) FUMARATE AUROBINDO PHARMA LTD s Y 6/26/2013
NDA 204286 NAFTIN NAFTIFINE HYDROCHLORIDE  |[MERZ PHARMACEUTICALS LLC s 6/27/2013
NDA 204516 BRISDELLE PAROXETINE NOVEN THERAPEUTICS LLC s Y 6/28/2013
NDA 204016 (1) ZOLEDRONIC ACID INJECTION |HOSPIRA INC s 7/03/2013
BUPRENORPHINE AND
NDA 204242 ZUBSOLV NALOXONE OREXO AB s Y 7/03/2013
NDA 204683 KHEDEZLA DESVENLAFAXINE OSMOTICA PHARMACEUTICAL CORP s Y 7/10/2013




NDA 201292 GILOTRIF AFATINIB BOEHRINGER INGELHEIM P 7/12/2013
NDA 204096 ASTAGRAF XL TACROLIMUS ASTELLAS PHARMA US INC S 7/19/2013
NORETHINDRONEACETATE
AND ETHINYL ESTRADIOL ,
ETHINYL ESTRADIOL AND
NDA 204654 LO MINASTRIN FE FERROUS FUMARATE WARNER CHILCOTT CO LLC S 7/24/2013
NDA 203565 INJECTAFER FERRIC CARBOXYMALTOSE LUITPOLD PHARMACEUTICALS INC S 7/25/2013
LEVOMILNACIPRAN
NDA 204168 FETZIMA HYDROCHLORIDE FOREST LABORATORIES INC S 7/25/2013
NDA 204790 TIVICAY DOLUTEGRAVIR VIV HEALTHCARE CO P 8/12/2013
NDA 204308 EPANED ENALAPRIL MALEATE SILVERGATE PHARMACEUTICALS INC S,0 Y 8/13/2013
NDA 204399 TESTOSTERONE GEL 1% UPSHER SMITH LABORATORIES INC S 8/16/2013
NDA 202317 VALCHLOR MECHLORETHAMINE ACTELION PHARMACEUTICALS LTD S,0 Y 8/23/2013
NDA 204708 MIRVASO BRIMONIDINE TARTRATE GALDERMA LABORATORIES LP S Y 8/23/2013
NDA 203856 CYCLOPHOSPHAMIDE ROXANE LABORATORIES INC S Y 9/16/2013
NDA 204447 BRINTELLIX VORTIOXETINE TAKEDA PHARMACEUTICALS USA INC S 9/30/2013
CONJUGATED
ESTROGENS/BAZEDOXIFENE ~ |[WYETH PHARMACEUTICALS INC WHOLLY OWNED SUB
NDA 022247 DUAVEE ACETAT PFIZER INC S 10/3/2013
NDA 204508 CLINOLIPID LIPID INJECTABLE EMULSION  [BAXTER HEALTHCARE CORP P Y 10/3/2013
SODIUM SULFATE, POTASSIUM
SULFATE, MAGNESIUM
NDA 204553 (1) SULFATE GATOR PHARMACEUTICALS INC S 10/4/2013
NDA 204819 ADEMPAS RIOCIGUAT BAYER HEALTHCARE PHARMACEUTICALS INC P,0 10/8/2013
NDA 204824 OTREXUP METHOTREXATE ANTARES PHARMA INC S Y 10/11/2013
NDA 204824 OTREXUP METHOTREXATE ANTARES PHARMA INC S Y 10/11/2013
NDA 205208 DESVENLAFAXINE TEVA PHARMACEUTICALS USA S Y 10/11/2013
NDA 204410 OPSUMIT MACITENTAN ACTELION PHARMACEUTICALS LTD S,0 10/18/2013
LAMIVUDINE AND TENOFOVIR
NDA 204505 (2) DISOPROXIL FUMARATE AUROBINDO PHARMA LTD s Y 10/18/2013
NDA 204592 ZORVOLEX DICLOFENAC IROKO PHARMACEUTICALS LLC S Y 10/18/2013
NDA 205175 ECOZA ECONAZOLE NITRATE AMDERMA PHARMACEUTICALS LLC S Y 10/24/2013
NDA 202880 ZOHYDRO ER HYDROCODONE BITARTRATE  [ZOGENIX INC S Y 10/25/2013
NDA 203137 VIZAMYL FLUTEMETAMOL (18F) GE HEALTHCARE S 10/25/2013
NDA 204223 MORPHINE SULFATE BD RX INC S Y 10/30/2013
NDA 022416 APTIOM ESLICARBAZEPINE ACETATE [ SUNOVION PHARMACEUTICALS INC S 11/8/2013
NDA 205552 IMBRUVICA IBRUTINIB PHARMACYCLICS INC P,0 11/13/2013
NDA 204153 LUZU LULICONAZOLE MEDICIS PHARMACEUTICAL CORP S 11/14/2013
NDA 205123 OLYSIO SIMEPREVIR JANSSEN RESEARCH AND DEVELOPMENT LLC P 11/22/2013
NDA 205053 NOXAFIL POSACONAZOLE MERCK SHARP AND DOHME CORP S 11/25/2013
NDA 205098 VARITHENA POLIDOCANOL PROVENSIS LTD S 11/25/2013
SUCROFERRIC VIFOR FRESENIUS MEDICAL CARE RENAL PHARMA
NDA 205109 VELPHORO OXYHYDROXIDE FRANCE S 11/27/2013
NDA 204671 SOVALDI SOFOSBUVIR GILEAD SCIENCES INC P 12/6/2013
NDA 203975 ANORO ELLIPTA UMECLIDINIUM /VILANTEROL ~ [GLAXO GROUP LTD ENGLAND DBA GLAXOSMITHKLINE S 12/18/2013
NDA 204640 ADRENALIN EPINEPHRINE JHP PHARMACEUTICALS LLC S Y 12/18/2013
NDA 205065 KUVAN SAPROPTERIN BIOMARIN PHARMACEUTICAL INC S,0 12/19/2013
NDA 203496 ORENITRAM TREPROSTINIL UNITED THERAPEUTICS CORP S,0 12/20/2013
NDA 205786 ISENTRESS RALTEGRAVIR MERCK SHARP AND DOHME CORP P 12/20/2013
EFAVIRENZ/LAMIVUDINE/TENO
NDA 204568 (2) FOVIR DISOPROXIL FUMARATE |CIPLA LTD S Y 12/30/2013
New Drug Application (NDA) Approvals with Prior Tentative Approval(s):
APPLICATION REVIEW APPROVAL TENTATIVE
R PROPRIETARY NAME ESTABLISHED NAME APPLICANT ELASEIEATIEN DY CEROVAL BITE
NDA 204150 DESVENLAFAXINE ALEMBIC PHARMACEUTICALS LTD S 3/4/2013  |12/21/2012
NDA 202342 ESOMEPRAZOLE STRONTIUM |HANMI PHARMACEUTICAL CO LTD S 8/6/2013  [4/29/2013
NDA 203231 ZOLEDRONIC ACID INJECTION |ACS DOBFAR INFO SA S 8/06/2013 |11/9/2012
NDA 201635 TROKENDI TOPIRAMATE SUPERNUS PHARMACEUTICALS INC S 8/16/2013 |6/25/2012 ; 6/7/2013
Biologic License Application (BLA) Approvals:
REVIEW APPROVAL
BLA NUMBER PROPRIETARY NAME PROPER NAME APPLICANT CLASSIFICATION DATE
BLA 125427 KADCYLA TRASTUZUMAB EMTANSINE GENENTECH, INC. P 2/22/2013
BLA 125433 SIMPONI ARIA GOLIMUMAB JANSSEN BIOTECH, INC. S 7/18/2013
BLA 125472 ACTEMRA TOCILIZUMAB GENENTECH, INC. S 10/21/2013
BLA 125486 GAZYVA OBINUTUZUMAB GENENTECH, INC. P,0 11/1/2013

(1) Application has been tentatively approved.
(2) Application has been tentatively approved under PEPFAR.

Tentative Approval (TA) is an action given to an application for a drug that meets all the requirements for approval; however, it may not be legally marketed in the U.S. until the market exclusivity and/or patent term of the listed

drug upon which the application relies, has expired.

Review Classification:

P - Priority Review - Significant improvement compared to marketed products, in the treatment, diagnosis, or prevention of a disease.
S - Standard Review - Products that do not qualify for priority review.
O - Orphan Designation - Pursuant to Section 526 of the Orphan Drug Act (Public Law 97-414 as amended).
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